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L This international preliniinary examination report has been prepared by this International Preliminary 
Examining Authority and is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of jPsheets, including this cover sheet. 

| | This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings 
which have been amended and are the basis for mis report and/or sheets containing rectifications made 
before this Authority (see Rule 70. 16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of Q sheets. 



3. This report contains indications relating to the following items: 



' IV 
V 



Basis of the report 
II Q Priority 

m £K] Non-establishment of report with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

VI 1 1 Certain documents cited 

VTJ 1 1 Certain defects in the international application 

VTTT | | Certain observations on the international application 
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L Basis of the report 



1 . With regard to the events of the international application: * 
^ the international application as originally filed. 



the description: . 

pages 1-26 as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of. 

the claims : 

pages 27-29 t as originally filed 



pages z>/-£? l as uxigiuaxiy lueu 

pages NONE , as amended (together with any statement) under Article 19 

pages NONE , filed with the demand 

pages NONE , filed with the letter of 



the drawings: 

pages none l as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of . 

| 1 the sequence listing part of the description: 

pages NONE t as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of . 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 
These elements were available or furnished to this Authority in the following language winch is: 

| | the language of a translation furnished for the purposes of international search (under Rule23. 1(b)). 

I | the language of publication of the international application (under Rule 48.3(b)). 

[ | the language of the translation furnished for the purposes of international prelirriinary exainiration(under Rules 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

contained in the international application in printed form. 

filed together with the international appUcation in computer readable form. 
["*] furnished subsequently to this Authority in written form. 
I | furnished subsequently to this Authority in computer readable form. 

| | The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

| | The statement that the inforrnation recorded in computer readable form is identical to the written sequence listing 
has been furnished 

4. \^Jl The amendments have resulted in the cancellation of: 

I | the description, pages NONE 

I | the claims, Nos. NONE 

I | the drawings, sheets/fig NONE 

5 . | | This report has been established as if (some of) the amendments had not been made, since they have been considered to go 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 
* Replacement sheets which have been furnished to Hie receiving Office in response to an invitation under Article 14 are referred to in 
this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rules 70.16 and 70.17). 
** Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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m. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



1. The question whether foe claimed invention appears to be novel, to involve an inventive step (to be non-obvious), or 
to be industrially applicable have not been and will not be examined in respect of: 



□ 



the entire international application, 
claims Nos. 17-29 



because: 



□ 

the said interna fional application, or the said claim Nos. 



not require international preliminary examination (specify): 



relate to the following subject matter which does 



□ 

the description, claims or drawings (indicate particular elements below) or said claims Nos. 
that no meaningful opinion could be formed (specify): 



are so uncli 



□ 

the claims, or said claims Nos. 
opinion could be formed. 



. are so inadequately supported by the description that no meaningful 



no international search report has been established for said claims Nos. 17-29 



A meaningful international preliminary exarnination cannot be carried out due to the failure of the nucleotide and/or amino acid 
sequence listing to comply with the standard provided for in Annex C of the Administrative Instructions- 

□ 

the written form has not been furnished or does not comply with the standard. 

□ 

the computer readable form has not been furnished or does not comply with the standard. 
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IV. Lack of unity of invention 



1 . I n res ponse to the invitation to restrict or pay additional tees the applicant has: 
I | restricted the claims. 

| | paid additional tees. 

I | paid additional fees under protest. 

I I neither restricted nor paid additional fees. 

This Authority found that the requirement of unity of invention is not complied with and chose, according to 
Rule 68.1, not to invite the applicant to restrict or pay additional fees. 



3. This Authority considers that the requirement of unity of invention is accordance with Rules 13.1, 13.2 and 13.3 is 
I I complied with. 

1^1 not complied with for me following reasons: 

This application contains the following inventions or groups of inventions which are not so linked as to form a single general 
inventive concept under PCT Rule 13. 1. In order for all inventions to be examined, the appropriate additional examination fees must 
be paid. 

Group I, claims 1- 16, in part, drawn to a composition comprising an HIV envelope antigen and LTK63. 
Group n, claims 1-16, in part, drawn to a composition comprising an HIV envelope antigen and LTR72. 

The inventions listed as Groups I and H do not relate to a single general inventive concept under PCT Rule 13.1 because, under PCT 
Rule 13.2, they lack the same or corresponding special technical features for the following reasons: 

The technical feature of the invention, LTK63, is known in the art and cannot be said to be a special technical feature. See Partidos 
et al. (The adjuvant effect of a non-toxic mutant of heat-labile enterotoxin of Escherichia coli for the induction of measles virus- 
specific CTL responses after intranasal co-immunization with a synthetic peptide, Immunology 89:483-487 (1996), cited in the 
international search report). Therefore, the claims do not have unity of invention. 



4. Consequently, the following parts of the international application were the subject of international preliminary 
e xaminati on in establi shing this report: 

I I all parts. 

the parts relating to claims Nos. 1-16 
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V. Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. STATEMENT 

Novelty (N) 

Inventive Step (IS) 

Industrial Applicability (IA) 



Claims 1-16 



Claims NONE 



YES 
NO 



Claims NONE 



Claims M6 



YES 
NO 



Claims 1-16 



Claims NONE 



YES 
NO 



2. CITATIONS AND EXPLANATIONS 

Claims 1-16 meet the criteria set out in PGT Article 33(2), because the prior art does not explicitly teach either LTK63 car LTR72 in 
combination with HIV envelope. 

Claims 1-16 lack an inventive step under PCT Article 33(3) as being obvious over Neidleman et al. (Immunology) in view of Cohan 
(Science). Neidleman et al. teach a composition comprising either one of LTK63 or LTR72 with HIV gag protein. The reference 
teaches that LTK63 or LTR72 are useful mucosal adjuvants. Cohan teaches that there are several suitable HIV proteins for vaccines, 
including HIV envelope. See the table on page 1688. It would have been obvious to the artisan at the time the instant invention was 
made to combine a known adjuvant such as LTK63 or LTR72 with known immunogens with the expectation of successfully 
enhancing the immune response to the immunogen(s). 

Claims 1-16 have industrial applicability as defined by PCT Article 33(4). 



NEW CITATIONS 
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